


Report Title: Primary Skin Irritation Study in Albino Rabbits 

Test Type: Skin Irritation 

Conducting Laboratory and Location: International Research and Development 
Corporation 

Test Substance(s): T-7121 - 2% Placebo shampoo at pH 4.5 

Species: Rabbit 

# of Animals: 3 male New Zealand White rabbits 

Test Conditions: 3 male New Zealand White rabbits exposed to two patches on the back 
with 0.4 ml applied as a 10% (w/w) solution in distilled water for 24 hr. One patch was 
applied to intact skin and the other to abraded skin. Test sites were graded at 24 and 72 
hr. 

Results: NOT a primary skin irritant. Score: 4.0 

Study #: 191-082; see related studies 191-080 and 191-081 
Report Date: 12/5/77 

Accession #: 19199 
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SYNOPSIS 
Not a primary skin irritani. 
Primary Irritation Score = 4.0. 

191-082 



Page 2 

I II. TEST ,EIATERIAL 
The test material was received from Procter and Gamble Company, 

Cincinnati, Ohio on August 4, 1977. It was identified as "T 7121" 

and was received as a slightly yellow viscous liquid. 
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Three male 'i3ew Zealand White rabbits (obtained from Kuiper's Rab- 

bit Ranch, Gary, Indiana) were used for this study. The rabbits 

weighed from 2046 to 2241 grams at the beginning of the study. They 
were individually housed in metal metabolism cages in temperature and 
humidity controlled quarters. They were maintained in accordance with 

the recommendations contained in H.E.W. Publication No. 74-23 (N.I.H.) 
entitled "Guide for the Care and Use of Laboratory himais” and were 

conditioned for 6 days prior to study initiation. Water and Purina 
Rabbit Chow were available ad I.ibitum. -- 

The hair was removed from the back of each rabbit (20-30% of the 
body surface) with an electric clipper. The back of each rabbit had 

one abraded and one intact site. A clipper head was used for the 
abrading. The abrading was not sufficiently deep to cause bleeding. 

A volume of 0.4 milliliter of the test material was applied, as 
a 10% (w/w) solution in distilled water, to each of two 38 x 38 mm 
Parke-Davis Readi-Bandages with a 20 x 20 felt pad which were then 
placed on the two sites on the backs of each of the rabbits. The 
patches were secured in place with several wrappings of 75 mm Elasto- 
plast tape and collars were placed on each rabbit. Following the 24 
hour application period, the collars and patches were removed and any 
remaining test material was removed with a damp cloth. 

Thirty minutes following the removal of the wrappings, the sites 
were examined for skin irritation in accordance with the scale on page 
4. These examinations were repeated at 72 hours. (See attached pro- 
tocol for specific experimental design used.) 
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-them and Eschar icrzation: 
No eritheza 
Veq slight er~Cxza (3ar217 perceptible) 
Well defined erprheza 
Moderate to sever2 erythezna 
Severe erytheaa (beet r2iness) to slight 

eschar formation (injuries in depth) 

0 
1 
2 
3 

4 

Edena Forxtim: 
No edem 0 
Very slight edena (barely perceptible) 1 
Slight edeza (edges of ar2a zel.1 defined 

by dafiaite raisizlg) 2 
Moderate edezxa (raising approximately 1.0 m) 3 
Severe eden (raised aor than 1.0 rza ex:en,diog 

beyond the area of e,Tosure) 4 
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The table below presents the grade of effect with time. Table I. 

presents the individual rabbit scores and the computed primary irri- 
tation score of 4.0. 

Based upon the results obtained, T 7121 would not be considered 

a primary skin irritant. 
The test material would be further classified, based upon the 

scores obtained, as being moderately irritating to the skin when 

evaluated using the met5od described in the protocol. 

Number of Animals Exhibiting Signs with Scoring '"Value" 

Intact Skin Abraded S&in 
Hours Hours 

Observations Value 24 72 24 72 

Erythema, 0 
Eschar 1 l/3 1/3 l/3 
Formation 2 3/3 2/3 2/3 2/3 

3 
4 

Edema 
Formation 

0 
1 l/3 l/3 l/3 
2 2/3 113 I.13 l/3 
3 l/3 l/3 113 l/3 
4 

Number of Animals Exhibiting “Other" Signs_ 
Blanching 313 2/3 2/3 2/3 
Coriaceousness o/3 2/3 013 2/3 
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Primary Skin Irrita:ion 

: 7121: Individual Rabbit Scores and Score Calculation 

rage 0 

Intact Skin 

Erythema Edema 

ObservatioE Deriod (Xoura) I Observation Period (Hours) 

;-nLzal X0. /Sex 24 I 72 24 I 72 i 

39907, Male 2.0b 2.5bC I 2.0 2.0 / I / 

19927, Xale I 2.0b 2.5bC 3.0 3.0 

29937, Nale 2.0b 1.5 2.0 1.0 I 

i 1 I , 
I I I 

Total 6.0 6.5 7.0 6.0 I 

i I i 1 1 
I 

Average (Value) 2.0 2.2 2.3 2.0 I 

Abraded Skin 

29907, Xale 2.0b 1 2.SbC 2.0 ! 2.0 ! ! 

29927, Hale ! 2.Ob 2.5bC 3.0 3.0 I 

29937, Male 1.5 0.5 1.5 0.5 

I 

, 

I I t 

I 
I 

6.5 5.5 I 

c: ation for Primary Skin Irritation Score (Score = sum of the values {averages) divided by 
* w.. -lumber of observation periods used in evaluating the Primary Irritation Score times 2): 
16.1 5 4 = 4.0 b - blanching 

c - coriaceousness 
x91-082 



Comoud Identification !tunber xmc \ro. 

T-7121 .4-777 
-. 

.- 

..- 

-.- 

Tn??: xcmz TOXICITY iYl?I.~I~S 1:; RATS zL'?D U3BITS 

._ 

Conduct in accordance vit'n the attached protocol. 
i. 



i;P,lT 

Date: I 

Putyosc: 

Anima 35 : 

Procter s C-t;llillC -- *.-- 
Standard Proccduri: for l'oxi co!.of:i CSJ T;v;1luntim .-- 

Dosage Levels: 

Primary Skin Irritation - Ra1,bi.t Cl oscd Patcll -I__ 

Procedure: 

Scoring: Evaluation af Skin Reactions 

Issue! 52 

To determine relative ievels of primary skin irrl.ta tion. 

Rabbits, three New Zealand albino of ei:hcr sex, ucighine, 
greater than 2 kg and shorlrizlg no signs o!Z moitino,. 

Four-tenths (0.4) mi:lLliter of a cunccntTation based 
on previous experience or on the basis of prelimLnary 
trials. 

Sefore treatment, clip the rabbit backs with on 0s:er 
small animal clipper. One test site on cacll anix is 
left intact and one test site is abraded with tl:c ciippcr 
head so as to penetrate the horny layer of :he epidermis, 
but without causing bleeding. 

Apply 0.4 ml of the appropriate concentration of test 
material to a 38 x 35 mm Parke-Davis Rcacii-Y,qndage with 
I 20 x 20 mm felt pad. Place coverlets on both the 
intact and abraded site on each animal. Secure the 
patches with several wrappings of 75 mm Elnstoplasc 
tape around the eninals' trunk. Place tSe animals i,n a 
Newmann h amess 
After 24 hours, 

to prevent their removing the c;rsppin;;. 
remove the harness and pstchcs. Rcmo\J2 

any test material remaining on the patch si:cs with 3 
damp cloth. Thirty minutes after removal of th:2 pat:hes, 
evaluate the reactions on the basis of the table below. 
Evaluate again after 72 hours. Record all skin reacticzs 
not covered by the scoring table. 

(1) Erythema and Fschar Formation 

No erythema 
Very slight eryrhema (barely perceptible) 
Well-defined erychcma 
Maderate to severe erythema 
Severe erythema (beet redness) to slight 

eschar formation (injuries in depth) 
Hfghest possible erythema score 

(2) Edema Formation 

Na Edema 
Very slight cclcma (barc‘ly pcrccptiblc) 
sli$$lt C&l-II.? (CdF,CS 0: 3tC3 UCiJ.-dCfinCd by 

dcfinitc rai'sin);) 

0 
1 
2 
3 

4 
4 

0 
1 

2 
3 

4 
-z-- . 



Report: The average of all scoccs (3 animals, 24 and 72 IIours, 
abraded and intact) for crycf1cm3 rcnttin~s. TIIC! 3ve r .7 [;c 
of all sores for edfms rcadi~rgs. vie sum of the two 
averages is rhe Primary IrrFtatior. Index. Ccscripcivc 
words are correlated with valut?s of ttle Primary IrriC;l- 
tion Index, as follows: 

. 0 - 2 = ,Xild 

2- ‘5 = Hoderateiy irritating 

S-b= Noderately io sevcrcly irricaci-ng 

6-8= Severely irritating 

File the final report within 3 weeks of completing the 
experimental work.- 

principal Investigator: M. J. Winrow Date: 7/28/77 


